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HEARING  AID  DEVICES 

Professional  and  Patient  Labeling  and 
Conditions  for  Sale 

The  Food  and  Drug  Administration 
« FDA )  is  proposing  to  establish  uniform 
professional  patient  labeling  require¬ 
ments  and  conditions  for  sale  for  hearing 
aid  devices.  Comments  on  the  proposal 
may  be  submitted  by  June  21.  1976. 

The  proposed  regulations  would:  (1) 
Prescribe  the  types  of  information  that 
must  be  included  in  the  labeling  to  pro¬ 
vide  hearing  health  professionals  and 
patients  with  adequate  directions  for  the 
safe  and  effective  use  of  a  hearing  aid; 
(2)  specify  the  technical  performance 
data  that  must  be  included  in  the  label¬ 
ing  to  assure  that  hearing  health  pro¬ 
fessionals  have  adequate  information 
correctly  to  select  and  fit  a  hearing  aid; 
and  (3)  restrict  the  sale  of  a  hearing  aid 
to  those  patients  who  have  undergone 
medical  evaluation  within  the  past  6 
months,  but  with  provision  that  fully  in¬ 
formed  adult  patients  may  waive  the 
medical  evaluation  if  one  of  seven  des¬ 
ignated  ear  conditions'  is  present  at  the 
time  of  purchase. 

The  Commissioner  of  Food  and  Drugs 
proposes  to  make  the  final  regulations 
effective  180  days  after  the  date  of  their 
publication  in  the  Federal  Register. 

Background 

In  October  1973,  the  Retired  Profes¬ 
sional  Action  Group,  a  consumer  advo¬ 
cacy  organization,  undertook  a  -detailed 
study  of  the  hearing  aid  delivery  system 
in  the  United  States  and  published  its 
findings  in  a  report  entitled,  “Paying 
Through  the  Ear:  A  Report  on  Hearing 
Health  Care  Problems”  <Ref.  1),  At  ap¬ 
proximately  the  same  time,  the  Subcom¬ 
mittee  on  Consumer  Interests  of  the 
Elderly  of  the  Special  Committee  on  Ag¬ 
ing,  United  States  Senate,  held  upon 
hearings  on  “Hearing  Aids  and  the  Older 
American”  which  also  focused  on  prob¬ 
lems  associated  with  the  delivery  of  qual¬ 
ity  hearing  aid  health  care  (Ref.  2) . 

In  March  1974,  the  Secretary,  Depart¬ 
ment  of  Health,  Education,  and  Welfare 
(HEW)  established  the  Intradepartmen- 
tal  Task  Force  on  Hearing  Aids,  herein¬ 
after  referred  to  as  the  “Task  Force” 
(Ref.  3).  Because  hearing  aids  were 
medical  devices  regulated  under  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act,  FDA 
was  directed  to  oversee  the  deliberations 
of  the  Task  Force.  David  M.  Link,  Acting 
Director  of  FDA’s  Bureau  of  Medical 
Devices  and  Diagnostic  Products 
(BMDDP)  was  selected  chairman. 

The  Secretary  charged  the  Task  Force 
to  examine  the  Issues  related  to  the 
delivery  of  quality  hearing  aid  health 
services  as  described  in  the  Retired  Pro¬ 
fessional  Action  Group  report  and  the 
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Senate  hearings,  to  determine  the  role 
that  Departmental  authorities  and  re¬ 
sources  should  play  in  remedying  prob¬ 
lems  in  the  hearing  health  care  delivery 
system,  and  to  recommend  a  feasible 
course  of  action  to  the  Secretary. 

After  studying  the  Retired  Profes¬ 
sional  Action  Group  report,  the  Senate 
hearings,  and  materials  submitted  by 
interested  parties,  and  after  taking 
testimony  from  individuals  and  organi¬ 
zations  having  a  special  knowledge  of 
the  hearing  health  delivery  system,  the 
Task  Force  prepared  a  preliminary  re¬ 
port  in  September  1974  entitled.  "A  Re¬ 
port  on  Hearing  Aid  Health  Care”  (Ref. 
4.  App.  A) . 

This  report  was  circulated  within  the 
Department  for  comment,  and  in  Oc¬ 
tober  1974  the  “Supplementary  Report 
on  Hearing  Aid  Health  Care”  was  pre¬ 
pared  by  the  Task  Force  (Ref.  4,  App. 
B). 

The  preliminary  and  supplementary 
reports  were  submitted  to  the  Secre¬ 
tary  for  his  review'.  He  concluded,  in 
view  of  the  importance  of  the  issues 
involved,  that  the  public  should  have 
an  opportunity  to  comment  on  the  re¬ 
ports.  A  Notice  of  Availability  of  the 
Preliminary  and  Supplementary  Re¬ 
ports  was  published  in  the  Federal 
Register  of  October  29,  1974  (39  FR 
38123).  This  notice  invited  interested 
persons  to  submit  WTitten  comments  on 
these  reports  on  or  before  December  30, 

1974.  The  period  for  filing  comments 
was  later  extended  to  February  24,  1975 
by  notice  published  in  the  Federal 
Register  of  January  23,  1975  (40  FR 
3630) . 

Approximately  5,000  letters  were  re¬ 
ceived  from  consumers,  consumer 
groups,  health  professionals,  hearing 
aid  dealers,  hearing  aid  dealer  asso¬ 
ciations,  speech  and  hearing  center 
personnel,  physicians,  educational  cen¬ 
ter  personnel,  and  manufacturers.  The 
written  comments,  as  well  as  a  sum¬ 
mary  of  them,  are  on  file  for  public  re¬ 
view  in  the  office  of  the  Hearing 
Clerk,  Food  and  Drug  Administration 
(Ref.  4,  App.  C).  In  addition,  several 
organizations  requested  an  opportunity 
to  appear  before  the  Task  Force  and 
present  testimony  on  the  reports. 

On  April  18,  1975,  a  notice  was  pub¬ 
lished  in  the  Federal  Register  (40  FR 
17305)  announcing  that  the  Task  Force 
would  hold  a  public  hearing  on  May  7, 

1975.  At  this  public  hearing,  testimony 
w’as  presented  by  representatives  of 
the  Hearing  Aid  Industry  Conference, 
the  Greater  Philadelphia  Hearing  Aid 
Guild,  the  National  Hearing  Aid 
Society,  the  American  Speech  and 
Hearing  Association,  the  Retired  Pro¬ 
fessional  Action  Group,  the  American 
Council  of  Otolaryngology,  several  man¬ 
ufacturers  and  several  consumer  inter¬ 
est  groups  (Ref.  4,  App.  D). 

On  August  4,  1975,  the  Task  Force 
completed  its  study  of  the  hearing  aid 
health  care  delivery  system  and  trans¬ 
mitted  to  the  Secretary  its  “Final  Re¬ 
port  to  the  Secretary  on  Hearing  Aid 


Health  Care”  (Ref.  4).  The  recom¬ 
mendations  in  the  report  were  based  on 
the  many  suggestions  for  improving  the 
quality  of  hearing  aid  health  care  pre¬ 
sented  by  interested  parties  during  the 
period  for  written  comment  and  during 
the  public  hearing.  The  final  recom¬ 
mendations  took  into  account  the  many 
differing  viewpoints  considered  by  the 
Task  Force  during  the  study.  On  Sep¬ 
tember  26,  1975,  the  Secretary  accepted 
the  final  report  and  charged  the  office 
of  the  Assistant  Secretary  for  Health 
with  the  responsibility  for  implement¬ 
ing  the  final  Task  Force  recommenda¬ 
tions.  Subsequently,  FDA  advised  the 
office  of  the  Assistant  Secretary  for 
Health  that  the  agency  would  develop 
regulations  for  hearing  aids  in  response 
to  tl  e  Task  Force  recommendations. 

Hearing  Impairment  in  the  United 

States 

Hearing  impairment  is  one  of  the 
most  prevalent  chronic  conditions  in 
the  United  States.  According  to  a  1971 
Health  Survey  Report  prepared  by  the 
National  Center  for  Health  Statistics, 
there  are  an  estimated  14.5  million  in¬ 
dividuals  with  hearing  impairments  in 
the  United  States  (Ref.  5) . 

The  elderly  are  especially  susceptible 
to  hearing  loss  problems.  Age-specific 
prevalence  data  collected  during  the 
1971  Health  Survey  Report  indicates 
that  over  5.5  million  Americans  with 
hearing  impairments  are  in  the  65-plus 
age  group.  This  amounts  to  more  than 
28  percent  of  the  total  population  over 
65  years  of  age  who  are  affected  with 
some  type  of  hearing  loss  (Ref.  5). 

There  are  two  main  types  of  hearing 
impairments,  namely,  conductive  hear¬ 
ing  loss  and  sensorineural  hearing  loss. 
Conductive  hearing  loss,  the  less  com¬ 
mon,  affects  the  outer  or  middle  ear  and 
results  when  sound  waves  are  not  prop¬ 
erly  transported  or  conducted  to  the  in¬ 
ner  ear.  Causes  include  an  accumulation 
of  ear  wax  (cerumen) ,  ear  infection,  im¬ 
mobilization  of  the  bone  in  the  middle 
ear,  and  punctured  eardrum.  Senso¬ 
rineural  hearing  loss,  or  nerve  deafness, 
occurs  when  soundwaves  are  conveyed  to 
the  inner  ear  but  then  are  not  correctly 
transformed  into  nerve  impulses.  Senso¬ 
rineural  hearing  loss  is  caused  by  deteri¬ 
oration  of  sensory  cells  in  the  cochlea  or 
in  the  auditory  nerve.  There  are  many 
causes  of  sensorineural  hearing  loss.  Two 
of  the  most  common  causes  are  the  aging 
process  and  sudden  or  extended  exposure 
to  noise.  Other  causes  include  childhood 
diseases  such  as  mumps  or  measles,  Ger¬ 
man  measles  during  pregnancy,  menin¬ 
gitis  or  other  illness,  use  of  certain  drugs, 
heredity,  head  injuries,  blows  on  the  ear, 
tumors,  and  birth  defects. 

Hearing  Health  Care  Team 

A  person  suspecting  a  hearing  impair¬ 
ment  may  seek  assistance  from  one  or 
more  hearing  health  professionals.  These 
Include  general  practitioners  and  physi¬ 
cians  who  specialize  in  diseases  of  the 
ear,  clinical  audiologists,  and  hearing  aid 
specialists  or  dealers. 
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Physicians  are  licensed  by  State  law  to 
practice  medicine.  Often  a  patient  may 
consult  a  general  practitioner  or  family 
physician  concerning  a  hearing  loss.  The 
family  physician  may  conduct  a  general 
physicial  examination  of  the  patient  and 
may  also  recommend  consultation  with 
a  specialist. 

Physicians  specializing  in  diseases  of 
the  ear,  known  as  otologists,  otolaryn¬ 
gologists,  or  otorhicolaryngologists,  are 
medically  trained  to  identify  the  symp¬ 
toms  of  deafness  in  the  context  of  the 
total  health  of  the  patient,  and  are  qual¬ 
ified  by  special  training  to  diagnose  and 
treat  hearing  loss.  Groups  such  as  the 
American  Academy  of  Ophthalmology 
and  Otolaryngology  and  the  American 
Council  of  Otolaryngology  represent 
the  professional  interests  of  these  physi¬ 
cians. 

The  clinical  audiologist,  or  audiologist, 
is  an  individual  qualified  to  provide  pro¬ 
fessional  assistance  concerning  commu¬ 
nication  problems  associated  with  hear¬ 
ing  impairment.  The  clinical  audiologist 
usually  possesses  graduate  professional 
training  in  the  prevention,  identification, 
and  assessment  of  hearing  impairment. 
The  clinical  audiologist  either  holds  the 
Certificate  of  Clinical  Competence  in 
Audiology  granted  by  the  American 
Speech  and  Hearing  Association  or  meets 
equivalent  requirements  for  this  certi¬ 
ficate. 

The  hearing  aid  dealer  or  specialist  is 
an  individual  engaged  in  the  practice  of 
fitting  and  selling  hearing  aids  to  in¬ 
dividuals  with  impaired  hearing.  The 
practice  of  fitting  and  selling  hearing 
aids  includes  testing  hearing  for  purposes 
of  selecting  and  adapting  hearing  aids. 
The  practice  also  includes  making  im¬ 
pressions  for  earmolds,  and  counseling 
and  instructing  prospective  users  on  the 
selection,  adaptation,  and  use  of  hearing 
aids.  Some  hearing  aid  dealers  have  been 
certified  through  the  National  Hearing 
Aid  Society,  an  association  for  hearing 
aid  dealers,  by  completing  a  20-week 
home  study  course,  passing  an  examina¬ 
tion.  and  meeting  requirements  for  ex¬ 
perience  and  ethics.  Forty  States  cur¬ 
rently  have  licensing  laws  that  legally 
define  the  role  and  responsibility  of  hear¬ 
ing  aid  dealers  and  provide  sanctions 
against  incompetence  or  unethical  con¬ 
duct.  Some  of  these  State  licensing  laws 
require  a  hearing  aid  dealer  to  assure 
that  a  patient  has  obtained  a  medical 
evaluation  by  a  physician  before  the  pa¬ 
tient  may  be  sold  a  hearing  aid.  The  pro¬ 
visions  of  the  licensing  laws  of  the  40 
States  vary  widely  in  the  types  of  re¬ 
quirements  placed  upon  the  hearing  aid 
dealer. 

The  Hearing  Aid  Industry  Conference 
estimates  that  only  25  percent  of  those 
individuals  who  would  benefit  from  med¬ 
ical  or  surgical  treatment  or  use  of  a 
hearing  aid  have  received  health  care  to 
improve  or  correct  their  hearing  prob¬ 
lems.  According  to  the  Hearing  Aid  In¬ 
dustry  Conference,  over  11.5  million 
hearing  impaired  Individuals  have  not 
received  medical  attention  to  determine 
what  steps  can  be  taken  to  improve  their 
hearing  (Ref.  6> . 


Often  a  person  with  a  hearing  loss  can 
benefit  from  the  use  of  a  hearing  aid. 
Unfortunately,  hearing  aids  are  some¬ 
times  dispensed  to  individuals  who  may 
not  benefit  from  the  use  of  such  device, 
such  as  individuals  with  a  total  sensori¬ 
neural  hearing  loss.  Some  individuals  are 
sold  the  wrong  type  of  hearing  aid,  and, 
most  tragically,  some  individuals  with 
remediable  ear  disease  go  undiagnosed, 
trying  one  hearing  aid  after  another  until 
the  disease  is  no  longer  remediable  (Ref. 
7). 

Task  Force  Findings  and 
Recommendations 

The  Task  Force  found  that  the  mis- 
evaluation  of  a  patient’s  need  for  a  hear¬ 
ing  aid  and  the  subsequent  sale  of  a  hear¬ 
ing  aid  that  is  ineffective,  and  possibly 
unsafe,  for  its  intended  use  are  major 
problems  in  the  present  haring  aid  deliv¬ 
ery  system.  While  exact  figures  are  not 
available  on  how  often  patients  are  ad¬ 
vised  to  buy  hearing  aids  when  they  will 
be  of  no  benefit  in  corecting  hearing  im¬ 
pairment,  studies  undertaken  by  con¬ 
sumer  interest  groups  in  Minneapolis, 
New  York  City,  Baltimore,  and  Detroit 
indicate  that  patients  were  sold  hearing 
aids  when  they  actually  needed  other 
kinds  of  treatment  (Ref.  7). 

The  Task  Force  concluded  that  hear¬ 
ing  impairment  is  a  major  public  health 
problem  requiring  early  medical  inter¬ 
vention.  Unfortunately,  many  individuals 
with  hearing  impairment  do  not  obtain  a 
medical  evaluation  of  their  hearing  im¬ 
pairment  prior  to  the  purchase  of  a  hear¬ 
ing  aid.  Available  hearing  aid  industry 
data  indicate  that  approximately  40  per¬ 
cent  of  those  individuals  who  buy  hear¬ 
ing  aids  consult  solely  with  a  hearing 
aid  dealer  before  making  the  pin-chase 
(Ref.  8>. 

In  its  final  report  to  the  Secretary,  the 
Task  Force  characterized  the  lack  of 
medical  attention  to  conditions  and  dis¬ 
orders  that  may  be  associated  with  the 
loss  of  hearing  as  a  barrier  to  the  receipt 
of  quality  hearing  aid  health  care.  The 
Task  Force  found  that  the  etiology  of  a 
hearing  impairment  is  such  that  the  lay 
person  cannot  differentiate,  diagnose, 
evaluate,  and  properly  treat  a  hearing 
impairment.  The  untimely  substitution 
of  an  unnecessary  or  partially  necessary 
hearing  aid  for  primary  medical  or  sur¬ 
gical  treatment  may  either  delay  or  de¬ 
prive  the  hearing  impaired  person  from 
receiving  appropriate  medical  care.  The 
Task  Force  concluded  that  tliis  delay  or 
deprivation  could  be  hazardous  and  un¬ 
safe  to  the  patient. 

The  Task  Force  has  recommended 
that  FDA  use  its  authority  under  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
and  the  regulations  promulgated  there¬ 
under  to  restrict  the  sale  of  a  hearing  aid 
to  those  individuals  who  have  received  a 
medical  evaluation,  with  the  provision 
that  any  prospective  hearing  aid  user,  18 
years  or  older,  or  parent  or  guardian, 
should  be  permitted  to  waive  the  medical 
evaluation  requirement  provided  that 
none  of  seven  designated  otological  con¬ 
ditions  are  evident  at  the  time  of  sale 
of  the  hearing  aid.  The  Task  Force  rec¬ 
ommended  that  a  person  exhibiting  any 


of  these  seven  conditions  not  be  allowed 
to  exercise  the  waiver  but  be  required 
to  secure  a  medical  evaluation  prior  to 
buying  a  hearing  aid,  because  any  one  of 
these  conditions  indicates  that  the  hear¬ 
ing  loss  may  be  symptomatic  of  a  more 
critical  medical  dysfunction  that  war¬ 
rants  other  or  additional  treatment. 

The  Task  Force  explained  in  the  final 
report  that  the  provision  for  waiver  of 
the  medical  evaluation  requirement  was 
intended  to  take  into  consideration  such 
factors  as  the  inconvenience  of  securing 
medical  assistance  in  rural  locations  and 
the  religious  beliefs  of  some  hearing  im¬ 
paired  individuals  which  permit  use  of 
hearing  aids  but  preclude  consultation 
with  a  physician.  The  provision  for  such 
a  waiver  had  been  supported  before  the 
Task  Force  report  by  the  National  Hear¬ 
ing  Aid  Society,  the  Hearing  Aid  Indus¬ 
try  Conference,  the  American  Council  of 
Otolaryngology,  the  Retired  Profes¬ 
sional  Action  Group,  and  the  Greater 
Philadelphia  Hearing  Aid  Guild. 

The  Task  Force  also  recommended 
that  FDA  develop,  promulgate,  and  en¬ 
force  hearing  aid  labeling  regulations. 
This  recommendation  was  based  upon 
the  “1974  FDA  Report  on  Hearing  Aid 
Label  Review.”  That  report  concluded 
that  the  labeling  of  many  hearing  aids 
did  not  comply  with  the  misbranding 
provisions  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  in  that  the  labeling 
generally  contained  numerous  false  or 
misleading  statements,  lacked  precise 
otologic  indications  for  use,  and  omitted 
necessary  warning  and  cautionary 
statements,  including  warnings  against 
use  in  those  pathological  conditions  in 
which  use  may  be  dangerous  (Ref.  9). 
The  report  contained  evaluations  of 
hearing  aid  labeling  collected  by  FDA 
during  inspections  of  hearing  aid  manu¬ 
facturers  and  importers  and  concluded 
that,  because  there  are  more  than  1,200 
models  of  hearing  aids,  it  would  not  be 
feasible  to  approach  labeling  problems 
on  a  case-by-case  basis.  Accordingly, 
uniform  labeling  for  these  products  was 
recommended.  The  FDA  report  also 
supported  a  requirement  that  hearing 
aids  be  sold  to  patients  only  by  or  on 
order  of  a  licensed  physician,  since  lay 
persons  are  incapable  of  diagnosing  or 
treating  conditions  that  led  to  hearing 
loss  and  cannot  determine  whether 
hearing  aids  would  be  effective  treat¬ 
ment.  Thus,  adequate  directions  for 
over-the-counter  sale  of  hearing  aids 
could  not  be  written  which  would  en¬ 
able  patients  to  use  hearing  aids  safely 
and  effectively  for  the  intended  pur¬ 
pose.  Finally,  the  FDA  report  expressed 
concern  that  the  health  of  patients  may 
be  impaired  by  the  untimely  substitution 
of  unnecessary  or  partially  necessary 
hearing  aids  for  appropriate  medical  or 
surgical  treatment. 

Commissioner's  Determination 

The  Commissioner  has  determined 
that  it  would  be  in  the  public  interest  to 
act  on  the  recomendations  in  the  “Final 
Fteport  to  the  Secretary  on  Hearing  Aid 
Health  Care”  and  the  “1974  FDA  Report 
on  Hearing  Aid  Label  Review.”  Accord¬ 
ingly.  the  Commissioner  is  proposing  a 
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new  §  801.420  (21  CFR  801.420)  to  estab¬ 
lish  uniform  professional  and  patient 
labeling  requirements  for  hearing  aid  de¬ 
vices  and  a  new  §  801.421  (21  CFR  801.- 
421)  to  establish  conditions  for  sale  of 
hearing  aids,  including  a  general  require¬ 
ment  of  medical  evaluation  prior  to 
hearing  aid  sale.  The  Commissioner’s  de¬ 
termination  was  reached  after  a  lengthy 
and  deliberate  process,  summarized 
above,  that  involved  participation  by  in¬ 
terested  parties  including  manufactur¬ 
ers,  physicians  (including  ear  special¬ 
ists),  clinical  audiologists,  hearing  aid 
specalists,  consumer  interest  groups,  and 
hearing  aid  users. 

Related  Activities 

FDA  is  also  engaged  in  other  activities 
relating  to  regulation  of  hearing  aids.  On 
March  10, 1975,  the  FDA  Panel  on  Review 
of  Ear,  Nose,  and  Throat  Devices  made  a 
preliminary  recommendation  that  hear¬ 
ing  aids  be  classified  as  devices  for  which 
performance  standards  will  be  required 
after  enactment  of  proposed  medical  de¬ 
vice  legislation  (S.  510,  H.R.  11124).  Of 
all  devices  placed  in  the  standards  cate¬ 
gory  by  the  Panel  on  Review  of  Ear,  Nose, 
and  Throat  Devices,  hearing  aids  were 
ranked  as  the  first  priority  for  the  estab¬ 
lishment  of  standards.  FDA  has  been 
working  with  interested  persons  to  devel¬ 
op  a  standard  for  hearing  aids.  At  FDA's 
suggestion,  the  American  National 
Standards  Committee  on  Bioacoustics 
(S-3),  through  its  Working  Group  on 
Hearing  Aids  (S3-48),  has  developed  a 
draft  standards,  known  as  S  3.22,  1976, 
American  National  Standard  for  Speci¬ 
fication  of  Hearing  Aid  Characteristics, 
which  would  specify  uniform  methods 
for  testing  and  measuring  the  electro- 
acoustical  characteristics  and  proper¬ 
ties  of  the  hearing  aid  (Ref.  10).  The 
standard  was  based  in  part  on  earlier 
American  National  Standards  (Ref.  11 
and  12).  Although  these  proposed  regu¬ 
lations  do  not  adopt  any  minimum  or 
maximum  performance  requirements  for 
hearing  aids,  under  proposed  g  801.420 
(c)  (3) ,  the  technical  data  that  would  be 
required  in  hearing  aid  labeling  would  be 
determined  in  accordance  with  the  test 
methods  of  the  standard  S  3.22,  1976. 

The  Federal  Trade  Commission  (FTC) 
has  proposed  a  Trade  Regulation  Rule  for 
the  Hearing  Aid  Industry  concerning  sale 
of  hearing  aid  devices  (published  in  the 
Federal  Register  of  June  24,  1975  (40 
FR  26646) )  and  announced  in  the  Fed¬ 
eral  Register  of  December  30,  1975  (40 
FR  59746)  that  it  will  hold  public  hear¬ 
ings  on  the  proposed  rule.  FDA  has  co¬ 
operated  with  FTC  in  the  development  of 
its  rule,  which  FDA  regards  as  consistent 
with  these  proposed  FDA  regulations. 

Legal  Authority 

As  indicated  earlier  in  this  preamble, 
any  hearing  aid  is  a  device  as  defined  in 
section  201(h)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  321(h)). 
The  proposed  regulations  are  authorized 
by  section  701(a)  of  the  act  (21  U.S.C. 
371(a)),  which  permits  promulgation  of 
regulations  for  the  efficient  enforcement 


of  the  act.  The  proposed  regulations  are 
also  authorized  by,  and  would  imple¬ 
ment,  the  device  misbranding  provisions 
of  the  act  that:  (1)  Prohibit  false  or  mis¬ 
leading  statements  in  labeling,  pursuant 
to  section  502(a)  (21  U.S.C.  352(a)); 
(2)  require  disclosure  of  material  facts 
to  assure  that  labeling  is  not  misleading, 
pursuant  to  sections  502(a)  and  201  (n) 
(21  U.S.C.  352(a)  and  321(n));  (3)  re¬ 
quire  labeling  to  include  adequate  direc¬ 
tions  for  use,  pursuant  to  section  502(f) 
(21  U.S.C.  352(f) ) ;  and  (4)  authorize  re¬ 
strictions  on  sale  or  distribution  needed 
to  assure  that  a  device  is  sold  to  persons 
for  whom  adequate  directions  can  be 
written,  pursuant  to  section  502(f)  (21 
U.S.C.  352(f) ).  After  the  final  regula¬ 
tions  become  effective,  they  may  be  en¬ 
forced  by  means  of  seizure  of  hearing 
aids,  pursuant  to  section  304  (21  U.S.C. 
334 ) ;  a  suit  for  injunction,  pursuant  to 
section  302  (21  U.S.C.  332) ;  or  by  crim¬ 
inal  prosecution,  pursuant  to  section  303 
(21  U.S.C.  333).  Violation  of  these  regu¬ 
lations  may  also  result  in  issuance  of  a 
regulators’  letter  or  a  demand  for  prod¬ 
uct  recall  in  accordance  with  current 
procedures  in  FDA’s  Regulatory  Pro¬ 
cedures  Manual,  soon  to  be  the  subject  of 
regulations  published  for  comment  in  the 
Federal  Register.  FDA  expects  to  co¬ 
operate  with  counterpart  agencies  at  the 
State  level  in  enforcing  the  proposed  re¬ 
quirements.  Consumer  complaints  to  FDA 
and  State  agencies  w’ill  be  important  in 
identifying  sellers  w’ho  violate  the  con¬ 
ditions  for  sale  of  hearing  aids. 

FDA’s  authority  to  regulate  medical 
devices,  including  hearing  aids,  will  be 
considerably  strengthened  by  the  enact¬ 
ment  of  proposed  medical  device  legisla¬ 
tion  (S.  510  and  H.R.  11124)  now  pend¬ 
ing  in  Congress.  This  proposed  legisla¬ 
tion  will  give  FDA  explicit  authority  to 
establish  standards  for  medical  devices 
and  to  place  conditions  upon  sale  or  dis¬ 
tribution  of  a  device.  After  enactment  of 
this  legislation  and  upon  the  effective 
date  of  the  final  regulations,  any  hearing 
aid  would  be  considered  a  “restricted 
device”  for  purposes  of  the  proposed  new7 
provisions  of  the  act  governing  adver¬ 
tising  control,  registration,  and  factory 
inspection  (S.  510  and  H.R.  11124).  The 
labeling  and  distribution  of  hearing  aids 
w’ould  be  governed  by  proposed  §§  801.420 
and  801.421,  rather  than  the  require¬ 
ments  of  §  801.109  (21  CFR  801.109)  that 
presently  apply  to  other  prescription  de¬ 
vices. 

Discussion  of  Proposed  Regulations 

Proposed  §  801.420(a)  (1)  defines 
“hearing  aid”  and  is  identical  to  the  def¬ 
inition  in  the  regulations  proposed  by 
the  Federal  Trade  Commission  (FTC), 
published  in  the  Federal  Register  of 
June  24,  1975  (40  FR  26646). 

Proposed  §  801.420(a)  (2)  defines 
“seller”  as  any  person,  partnership,  cor¬ 
poration,  or  association  engaged  in  the 
sale,  lease,  or  rental  of  hearing  aids  to 
any  member  of  the  consuming  public,  or 
any  employee,  agent,  salesperson,  and/or 
representative  of  such  a  person,  partner¬ 
ship,  corporation,  or  association.  Gen¬ 


erally,  the  term  “seller”  will  apply  to 
those  businesses,  enterprises  and  indi¬ 
viduals  commonly  known  as  hearing  aid 
dealers  or  specialists. 

Proposed  §  801.420(a)  (3)  defines 
“sale”  and  “purchase”  to  include  any 
lease  or  rental  of  a  hearing  aid.  The  pro¬ 
posed  definitions  of  “seller,”  “sale,”  and 
“purchase”  are  adapted  from  the  pro¬ 
posed  FTC  regulations. 

Proposed  5  801.420(b)(1)  would  re¬ 
quire  that  hearing  aids  be  clearly  and 
permanently  marked  with  the  name  of 
the  manufacturer  or  distributor,  the 
model  name,  the  serial  number,  and  the 
month  and  year  of  manufacture.  These 
requirements  w’ould  assure  that  the  hear¬ 
ing  aid  is  adequately  Identified  for  qual¬ 
ity  control  and  repair  purposes.  The  in¬ 
clusion  of  this  information  is  essential  in 
the  event  that  a  product  defect  is  dis¬ 
covered  which  warrants  recall  of  the 
device. -This  information  w’ould  allow  the 
manufacturer  and  recipients  of  the  de¬ 
vice  that  is  being  recalled  to  identify 
specifically  those  products  that  should 
be  returned  to  the  factory  or  repaired. 
This  information  will  also  assure  that 
there  is  adequate  product  identification 
on  the  hearing  aid  itself  to  facilitate 
servicing  and  repair.  Hearing  aid  dealers 
have  informally  reported  to  FDA  that 
they  are  sometimes  unable  to  service  a 
hearing  aid  because  the  device  does  not 
carry  enough  information  to  identify  the 
make  and  model  name.  The  requirement 
to  include  the  month  and  year  of  manu¬ 
facture  on  the  hearing  aid  also  helps 
protect  the  hearing  aid  user  from  false 
and  misleading  representations  concern¬ 
ing  the  newness  of  the  device.  Hearing 
aid  users  have  complained  to  FDA  that 
hearing  aids  have  been  offered  for  sale  as 
new,  although  they  are  not  the  most 
recent  models,  and  that  prospective  users 
have  been  misled  into  believing  that  a 
hearing  aid  is  a  new  invention  or  in¬ 
volves  a  new  scientific  principle  when 
such  is  not  the  fact. 

Proposed  5  801.420(b)  (2)  would  require 
that  hearing  aids  be  clearly  and  per¬ 
manently  marked  with  a  “+”  symbol  to 
indicate  the  positive  connection  for  bat¬ 
tery  insertion,  unless  it  is  physically  im¬ 
possible  to  insert  the  battery  in  the  re¬ 
versed  position.  Since  a  hearing  aid  will 
not  function  unless  the  batteries  are 
properly  positioned,  the  marking  of  a 
hearing  aid  with  a  “+”  symbol  will  assist 
the  patient,  particularly  the  elderly  pa¬ 
tient,  to  accomplish  successfully  the  re¬ 
curring  taks  of  replacing  batteries  and 
thus  to  determine  whether  the  hearing 
aid  is  functioning. 

Proposed  §  801.420(c)  describes  the  in¬ 
formation  that  must  be  Included  in  the 
labeling  accompanying  the  hearing  aid. 
Most  of  the  required  labeling  informa¬ 
tion  must  be  contained  in  a  User  Instruc¬ 
tional  Brochure  that  includes  informa¬ 
tion  for  both  patients  and  hearing  health 
professionals.  The  User  Instructional 
Brochure  shall  accompany  the  hearing 
aid  and  be  provided  to  the  user  by  the 
seller  of  the  hearing  aid. 

The  Commissioner  Is  of  the  opinion 
that  the  promulgation  of  a  uniform  pro- 
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fessional  and  patient  labeling  regulation, 
which  explicitly  identifies  the  required 
labeling  requirements,  will  assure  that 
all  hearing  aid  manufacturers  provide 
information  that  is  adequate  for  the  safe 
ard  effective  use  of  hearing  aids  by  both 
hearing  health  professionals  and  pa¬ 
tients.  These  proposed  labeling  require¬ 
ments  are  based,  in  part,  on  the  FDA 
report  on  Hearing  Aid  Label  Review  dis¬ 
cussed  earlier  in  this  preamble  (Ref .  9  > . 
Much  of  the  hearing  aid  labeling  re¬ 
viewed  in  preparing  the  FDA  report  was 
in  the  form  of  an  instructional  brochure 
for  users,  and  some  such  labeling  con¬ 
tained  a  portion  of  the  information  to 
be  required  by  proposed  5  801.420(c) , 
such  as  illustrations  of  the  hearing  aid 
and  certain  maintenance  instructions. 
However,  no  manufacturer  included  all 
of  the  information  in  the  labeling  that 
FDA  considers  necessary  for  the  safe  and 
effective  use  of  hearing  aids.  Requiring 
a  single  User  Instructional  Brochure, 
rather  than  separate  labeling  for  hear¬ 
ing  health  professionals  and  patients, 
provides  the  manufacturer  with  a  con¬ 
venient  method  for  providing  the  re¬ 
quired  information. 

Proposed  5  801.420<c)  (1)  <i>  through 
<iii)  would  require  that  the  User  Instruc¬ 
tional  Brochure  contain  an  illustration 
of  the  hearing  aid  to  indicate  operating 
controls,  adjustments,  and  battery  com¬ 
partments;  information  on  the  function 
of  all  controls  intended  for  user  adjust¬ 
ment;  and  a ‘description  of  any  acces¬ 
sories  which  accompany  the  hearing  aid. 
e.g.,  accessories  for  use  with  a  television 
or  telephone.  Because  FDA  considers 
this  information  essential  to  the  proper 
use  and  adjustment  of  the  hearing  aid. 
all  manufacturers  will  be  required  to  in¬ 
clude  such  information  in  the  User  In¬ 
structional  Brochure. 

Proposed  S  801.420(c)  (1)  (iv)  would 
require  that  the  User  Instructional 
Brochure  contain  specific  instructions 
concerning  the  use  of  a  hearing  aid, 
maintenance  and  care  of  the  hearing  aid. 
and  replacing  or  recharging  the  batteries, 
including  a  list  of  suitable  replacement 
batteries.  Care  and  maintenance  infor¬ 
mation  is  essential  in  assuring  safe  and 
effective  use  of  a  hearing  aid  and  pro¬ 
longing  the  life  of  a  hearing  aid.  The 
requirement  that  manufacturers  provide 
a  list  of  suitable  replacement  batteries  is 
the  result  of  a  finding  of  the  FDA  report 
on  Hearing  Aid  Label  Review  that  some 
hearing  aid  labeling  is  misleading  in 
that  it  implies  that  only  one  type  of 
brand-name  battery  is  compatible  with 
the  hearing  aid  when  actually  any  of  a 
number  of  products  would  suffice.  Also, 
it  is  conceivable  that  the  hearing  aid 
user  will  encounter  situations  where  it  is 
impossible  or  inconvenient  to  obtain  a 
certain  type  of  brand-name  battery  and 
will  need  to  know  alternative  replace¬ 
ment  batteries. 

Proposed  §  801.420(c)  (1)  (v)  and  <vi> 
would  require  information  on  how  to  ob¬ 
tain  repair  services  and  a  description  of 
environmental  conditions,  such  as  tem¬ 
perature,  humidity,  etc.,  that  the  hear¬ 
ing  aid  user  might  reasonably  encounter 
which  could  adversely  affect  or  damage 


the  hearing  aid.  Since  most  hearing  aids 
require  some  type  of  repair  service  dur¬ 
ing  their  expected  lives,  it  is  essential 
that  the  user  to  be  provided  with  infor¬ 
mation  on  how  to  obtain  repair  services. 
Many  manufacturers  now  include  cau¬ 
tionary  statements  advising  hearing  aid 
users  to  avoid  certain  environmental 
conditions  that  could  adversely  affect  or 
damage  the  hearing  aid.  The  identifica¬ 
tion  of  such  environmental  conditions 
will  provide  the  hearing  aid  user  with 
information  that  could  extend  the  life 
of  the  hearing  aid  and  thus  help  assure 
safe  and  effective  performance. 

Proposed  §  801.420(c)  (1)  (vii)  would 
require  the  manufacturer  to  identify 
any  known  side  effects  from  the  use  of 
a  hearing  aid  that  warrant  consultation 
with  a  physician,  e  g.,  skin  irritation.  The 
inclusion  of  information  on  possible  side 
effects  will  alert  the  hearing  aid  user  to 
those  situations  which  w'arrant  medical 
intervention. 

Proposed  5  801.420(0  (1)  (viii)  would 
require  a  statement  that  infrequent  use 
of  a  hearing  aid  usually  does  not  permit 
a  user  to  attain  full  benefit  from  it. 
Such  a  statement  in  the  labeling  will 
help  assure  safe  and  effective  use  of 
hearing  aids  by  alerting  users  to  the  fact 
that  irregular  use  of  a  hearing  aid  may 
bring  disappointing  results.  Paragraph 
(c)(1)  (ix)  wTould  require  a  statement 
that  the  use  of  a  hearing  aid  is  only  part 
of  hearing  habilitation  and  may  need  to 
be  supplemented  by  auditory  training 
and  instruction  in  lipreading.  Many 
manufacturers  nowT  include  similar 
statements  which  advise  hearing  aid 
users  that  other  kinds  of  hearing  health 
care  may  be  required  in  addition  to  a 
hearing  aid.  These  statements  are  nec¬ 
essary  to  ensure  that  patients  do  not 
overestimate  the  value  of  a  hearing  aid 
or  neglect  other  forms  of  hearing  habili¬ 
tation. 

Proposed  §  801.420(c)  (1)  (x)  would 
require  that  the  User  Instructional  Bro¬ 
chure  contain  certain  specific  caution 
statements  set  forth  in  paragraph  (c) 
(2)  (discussed  in  greater  detail  below  in 
this  preamble) . 

The  further  requirement  in  proposed 
5  801.420(c)  (1)  (xi)  that  manufacturers 
include  in  the  User  Instructional  Bro¬ 
chure  the  text  of  proposed  §  801.421  will 
assure  that  hearing  health  professionals 
and  patients  are  aware  of  the  conditions 
for  sale  of  hearing  aids  under  Federal 
law,  as  discussed  in  detail  later  in  this 
preamble.  The  Task  Force  recommended 
that  the  patient  and  the  hearing  health 
professional  be  provided  with  a  complete 
copy  of  the  regulations  describing  the 
conditions  for  the  sale  of  a  hearing  aid. 
The  Task  Force  maintained  that  if  hear¬ 
ing  aid  users  were  aware  of  the  required 
conditions  for  sale,  they  could  judge 
whether  sellers  are  following  them  and 
thus  aid  in  assuring  compliance. 

Finally,  proposed  §  801.420(c)  (1)  (xii> 
would  require  that  the  User  Instruction¬ 
al  Brochure  include  certain  technical 
data  unless  such  data  are  provided  in 
separate  labeling  that  accompanies  the 
device.  The  technical  data  requirement 
is  discussed  in  greater  detail  later  in 
this  preamble. 


Proposed  5  801.420(c)(2)  prescribes 
four  cautionary  statements  to  be  in¬ 
cluded  in  the  User  Instructional  Bro¬ 
chure.  The  first  cautionary  statement 
reads,  “Caution;  The  sale  of  hearing  aids 
is  restricted  by  Federal  regulation.”  This 
statement  informs  the  patient  and  hear¬ 
ing  health  professional  that  the  sale  of 
hearing  aids  is  restricted  by  Federal 
regulation.  The  statement  is  analogous 
to  that  required  for  prescription  devices 
in  5  801.109  (21  CFR  801.109). 

The  second  cautionary  statement 
reads,  “Caution;  The  Food  and  Drug 
Administration  has  determined  that  be¬ 
fore  purchasing  a  hearing  aid.  a  patient 
should  obtain  a  medical  evaluation  of 
the  hearing  impairment  from  a  physi¬ 
cian  specializing  in  diseases  of  the  ear 
(or  from  any  licensed  physician  if  no 
ear  specialist  is  available)  and  an  audi- 
ological  evaluation  by  a  clinical  audiolo¬ 
gist.”  This  statement  informs  the 
patient  of  the  steps  he  should  take  be¬ 
fore  purchasing  a  hearing  aid.  The  med¬ 
ical  evaluation  by  a  physician  referred 
to  in  the  cautionary  statement  would 
protect  the  individual  by  ensuring  that, 
before  a  decision  is  made  to  purchase  a 
hearing  aid,  organic  disorders  that  may 
effect  hearing  ability  are  treated.  The 
recommendation  of  evaluation  by  a  clin¬ 
ical  audiologist  provides  assurance  that 
the  individual’s  hearing  is  evaluated  by  a 
professional  who  has  the  necessary  train¬ 
ing  and  qualifications  to  interpret 
results  of  audiological  tests  and  to  cor¬ 
rectly  determine  hearing  aid  candidacy. 
Also,  by  consulting  a  clinical  audiologist, 
the  patient  is  exposed  to  the  other  pro¬ 
fessional  services  provided  by  clinical 
audiologists,  such  as  guidance,  counsel¬ 
ing.  and  the  development  or  remediation 
of  communication  skills  of  the  hearing 
impaired.  In  recommending  that  a 
hearing-impaired  patient  obtain  an  au¬ 
diological  evaluation  from  a  clinical 
audiologist.  FDA  recognizes  that  the 
minimum  professional  standards  for 
clinical  audiologists  are  considerably 
more  rigorous  than  the  minimum  pro¬ 
fessional  standards  for  hearing  aid 
dealers.  Although  FDA  is  encouraged  by 
recent  actions  of  hearing  aid  dealers, 
associations  and  the  National  Hearing 
Aid  Society  to  develop  comprehensive 
competency  requirements  for  the  selec¬ 
tion.  fitting,  and  counseling  of  the  hear¬ 
ing  impaired,  the  agency  believes  it  is 
in  the  best  interest  of  the  patient  inter¬ 
ested  in  a  hearing  aid  to  obtain  an 
audiological  evaluation  from  a  clinical 
audiologist.  An  audiological  evaluation 
by  a  clinical  audiologist  is  only  recom¬ 
mended.  rather  than  required,  to  avoid 
creating  a  barrier  to  the  receipt  of  hear¬ 
ing  aid  health  care  where  clinical  audi¬ 
ologists  are  not  available. 

The  third  cautionary  statement  reads, 
“Caution;  A  hearing  aid  will  not  restore 
normal  hearing  and  will  not  prevent  or 
improve  organic  condi  tions  resulting  in  a 
hearing  impairment.”  The  Task  Force 
recommended  the  inclusion  of  this  cau¬ 
tionary  statement  in  the  labeling  to  pro¬ 
tect  the  hearing  impaired  patient  from 
false  and  misleading  promotional  prac¬ 
tices  that  exaggerate  expected  benefits 
from  using  a  hearing  aid.  FTC's  June  24, 
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1975  proposal  would  require  a  similar 
statement  in  any  advertisement  where  a 
performance  claim  is  made  for  a  hearing 
aid  U0  FR  26650*. 

The  fourth  cautionary  statement 
which  applies  only  to  hearing  aids  that 
have  a  maximum  sound  pressure  capabil¬ 
ity  greater  than  132  decibels  <dB>,  reads, 
“Caution:  This  hearing  aid  has  a  maxi¬ 
mum  sound  pressure  level  capability 
greater  than  132  decibels  <dB>.  Special 
care  should  be  exercised  in  selecting  and 
fitting  hearing  aids  of  this  type  as  there 
may  be  risk  of  impairing  the  remaining 
hearing  of  the  hearing  aid  user.’’  This 
statement  would  alert  the  hearing  health 
professional  and  user  to  the  special  care 
that  must  be  exercised  in  selecting  and 
fitting  hearing  aids  with  maximum  sound 
pressure  level  capabilities  greater  than 
132  dB.  The  Academy  of  Rehabilitative 
Audiology,  by  unanimous  vote,  recom¬ 
mended  that  FDA  include  such  a  warning 
statement  in  hearing  aid  labeling  be¬ 
cause  of  the  potential  risk  to  residual 
hearing,  particularly  that  of  children. 

Proposed  §  801.420(c)  (3)  lists  the  re¬ 
quirements  for  technical  data  that  must 
appear  in  the  User  Instructional  Bro¬ 
chure  or  in  other  labeling  that  accom¬ 
panies  the  device.  Information  on  tech¬ 
nical  data,  i.e.,  the  electroacoustical 
characteristics  and  properties  of  the 
hearing  aid,  enables  hearing  aid  profes¬ 
sionals  to  properly  select  and  fit  hearing 
aids  and  may  also  be  of  value  to  informed 
patients.  The  list  of  technical  data  to  be 
included  in  hearing  aid  labeling  was  de¬ 
veloped  in  consultation  with  the  Work¬ 
ing  Group  on  Hearing  Aids  (S  3-48)  of 
the  American  National  Standards  Com¬ 
mittee  on  Bioacoustics  (S3).  The  com¬ 
mittee  includes  members  representing 
hearing  aid  manufacturers,  hearing  aid 
dealers,  clinical  audiologists,  and  govern¬ 
ment  agencies.  In  addition,  FDA’s  Panel 
on  Review  of  Ear,  Nose,  and  Throat  De¬ 
vices,  the  Hearing  Aid  Industry  Con¬ 
ference,  the  American  Speech  and  Hear¬ 
ing  Association,  and  many  individual 
physicians,  audiologists,  and  hearing  aid 
dealers  or  specialists  also  assisted  FDA 
in  identifying  the  precise  information 
needed  by  hearing  health  professionals 
on  the  electroacoustical  properties  and 
specifications  of  each  hearing  aid.  The 
inclusion  of  technical  data  in  the  labeling 
enables  the  hearing  aid  professional  to 
compare  the  performance  of  various 
hearing  aids  and  to  measure  the  actual 
performance  of  a  particular  hearing  aid 
to  determine  if  it  is  performing  within 
labeled  specifications  and  that  the  label¬ 
ing  is  accurate  and  not  false  or  mis¬ 
leading. 

Proposed  8  801.420(c)(3)  would  re¬ 
quire  that  the  determination  of  technical 
data  for  the  hearing  aid  labeling  shall 
be  conducted  in  accordance  with  the  test 
procedures  of  the  draft  standard,  S  3.22 
1976.  American  National  Standard  for 
Specification  of  Hearing  Aid  Character¬ 
istics,  developed  by  the  Working  Group 
on  Hearing  Aids  (Ref.  10).  Interested 
parties,  including  manufacturers,  hear¬ 
ing  aid  dealers,  clinical  audiologists, 
hearing  aid  users,  and  government  agen¬ 
cies  have  had  the  opportunity  to  partic¬ 


ipate  in  the  development  of  this  stand¬ 
ard.  which  specifies  uniform  methods  for 
testing  and  measuring  the  performance 
parameters  of  a  hearing  aid  and  is  ex¬ 
pected  to  be  formally  adopted  in  the  near 
future.  Wherever  possible,  the  standard 
adopts  the  procedures  specified  in  earlier 
American  National  Standards,  particu¬ 
larly  S  3.3  1960  (R  1971).  Methods  for 
Measurement  of  Electroacoustical 
Characteristics  of  Hearing  Aids,  and 
S  3.8  1967  (R  1971),  Method  of  Express¬ 
ing  Hearing  Aid  Performance  (Refs.  11 
and  12) .  The  requirement  that  manu¬ 
facturers  use  the  American  National 
Standard  for  Specification  of  Hearing 
Aid  Characteristics  in  determining  the 
technical  data  for  the  hearing  aid  la¬ 
beling  will  assure  that  there  is  uniform¬ 
ity  and  comparability  in  testing  and 
measuring  the  electroacoustical  proper¬ 
ties  of  hearing  aids.  Hearing  health  pro¬ 
fessionals  who  select  and  fit  hearing  aids 
consider  it  essential  to  the  selection  of 
the  appropriate  hearing  aid  that  there 
be  uniformity  and  comparability  in  test¬ 
ing  and  measuring  hearing  aid  perform¬ 
ance  parameters.  Adoption  of  the  test 
procedures  in  this  standard  also  pro¬ 
vides  FDA  and  State  agencies  with  a  uni¬ 
form  method  for  determining  whether 
hearing  aids  perform  as  labeled  and, 
thus,  whether  the  labeling  is  false  or 
misleading. 

Proposed  8  801.420(c)(4)  would  re¬ 
quire  that  if  a  hearing  aid  has  been  used 
or  rebuilt,  this  fact  shall  be  declared  on 
the  container  in  which  the  hearing  aid 
is  packaged  and  on  a  tag  which  is  phys¬ 
ically  attached  to  the  hearing  aid.  This 
requirement  is  similar  to  one  proposed 
by  FTC  and  is  prompted  by  a  number  of 
complaints  to  both  agencies  that  used  or 
rebuilt  hearing  aids  have  been  offered 
for  sale  as  new  hearing  aids.  Used  or 
rebuilt  hearings  aids  may  be  sold  by 
those  hearing  aid  manufacturers  and 
dealers  who  offer  trial/rental  plans  that 
permit  a  patient  to  use  a  hearing  aid  for 
a  length  of  time  before  deciding  whether 
to  purchase  a  hearing  aid.  Such  manu¬ 
facturers  and  dealers  may  seek  to  sell  or 
rebuild  used  hearing  aids  that  patients 
elected  not  to  purchase.  While  this  prac¬ 
tice  is  not  objectionable  from  a  health 
standpoint,  proposed  8  801.420(c)(4)  is 
necessary  to  assure  that  the  prospective 
hearing  aid  user  is  not  misled  as  to  the 
kind  of  hearing  aid  that  is  offered  for 
sale  and  knows  when  the  device  is  used 
or  rebuilt.  The  term  “used”  does  not  ap¬ 
ply  to  hearing  aids  that  have  merely  been 
tried  on  other  patients  for  several  min¬ 
utes  when  consulting  a  hearing  aid 
dealer.  Because  hearing  aid  manufac¬ 
turers  and  distributors  may  not  always 
know  in  advance  which  particular  pro¬ 
ducts  may  be  used  or  rebuilt  before  be¬ 
ing  sold,  hearing  aid  dealers  will  be 
principally  responsible  for  assuring  com¬ 
pliance  with  proposed  8  801.420(c)  (4) . 

Under  proposed  8  801.420(c)(5),  the 
User  Instructional  Brochure  may  include 
statements  and  illustrations  other  than 
those  required  so  long  as  they  are  not 
false  or  misleading  in  any  particular  or 
prohibited  by  FDA  or  FTC  regulations. 


Proposed  8  801.421  establishes  condi¬ 
tions  for  the  sale  of  a  hearing  aid.  Con¬ 
ditions  for  sale  will  include  the  require¬ 
ment  that  a  person  must,  as  a  general 
rule,  have  obtained  a  medical  evaluation 
from  a  physician  within  the  preceding  6 
months  before  he  is  sold  a  hearing  aid. 
The  Commissioner  has  determined  that 
these  proposed  conditions  for  sale  are 
necessary  to  protect  the  health  and 
safety  of  hearing  impaired  patients  since 
patients,  audiologists  and  hearing  aid 
dealers  are  not  able  to  differentiate,  di¬ 
agnose,  evaluate,  and  treat  the  medical 
cause  or  causes  of  a  hearing  impairment. 

The  primary  health  concern  under¬ 
lying  the  medical  evaluation  requirement 
is  not  directly  related  to  any  direct  risk 
to  a  user  by  the  hearing  aid  itself,  al¬ 
though  powerful  hearing  aids  which  ex¬ 
cessively  amplify  sound  can  seriously 
impair  hearing.  Rather,  the  medical 
evaluation  requirement  is  based  princi¬ 
pally  on  the  recognition  that  an  un¬ 
necessary  or  partially  effective  hearing 
aid  may  be  substituted  for  primary 
medical  or  surgical  treatment,  thus  de¬ 
priving  the  hearing  impaired  patient  of 
the  benefit  of  appropriate  medical 
diagnosis  and  care  and  resulting  in  a 
detriment  to  health.  In  addition  to  de¬ 
laying  proper  medical  diagnosis  and  pos¬ 
sibly  reducing  the  efficacy  of  corrective 
treatment,  the  purchase  of  a  hearing  aid 
which  cannot  attain  its  intended  effect 
undoubtedly  involves  a  high  and  un¬ 
necessary  cost  to  the  consumer.  The  pur¬ 
pose  of  medical  evaluation  is  to  assure 
that  all  medically  treatable  conditions 
that  may  affect  hearing  are  identified 
and  treated  before  the  hearing  aid  is 
purchased. 

The  medical  evaluation  requirement  in 
proposed  §  801.421  does  not  require  the 
physician  to  prescribe  or  recommend  any 
particular  kind  of  hearing  aid. 

Under  proposed  9  801.421  ia>  <1* . 
which  prescribes  the  general  rule,  a  seller 
shall  not  sell  a  hearing  aid  to  any 
prospective  user  unless  that  person 
presents  to  the  seller  a  written  statement 
signed  by  a  licensed  physician  indicating 
that  there  are  no  medical  reasons  why 
the  prospective  user  should  not  be  fitted 
with  a  hearing  aid.  As  recommended  by 
the  Task  Force,  proposed  §  801.421(a)  (2> 
authorizes  a  seller  to  permit  any  prospec¬ 
tive  user  18  years  of  age  or  older  to  waive 
a  medical  evaluation.  A  number  of  or¬ 
ganizations  expressed  to  the  Task  Force 
their  concern  about  the  inconvenience  of 
securing  medical  care  in  some  sections 
of  the  country  and  about  individual 
religious  beliefs  that  permit  use  of  hear¬ 
ing  aids  but  preclude  consultation  with 
physicians.  As  recommended  to  the  Task 
Force  by  the  American  Council  of 
Otolaryngology,  under  proposed  §801.- 
421(a)(3)  the  waiver  provision  would 
not  apply  where  it  is  evident  to  the  seller 
after  inquiry,  actual  observation,  and 
review  of  any  available  information  con¬ 
cerning  the  prospective  user  that  the 
prospective  hearing  aid  user  has  any  of 
seven  designated  otological  conditions 
at  the  time  of  sale.  Because  the  existence 
of  any  of  these  conditions  may  indicate 
that  hearing  loss  is  symptomatic  of  a 
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more  critical  medical  dysfunction,  and 
that  other  treatment  is  needed,  sellers 
shall  not  sell  a  hearing  aid  to  prospective 
users  exhibiting  any  of  these  conditions 
who  have  not  had  the  medical  evaluation 
required  under  proposed  §  801.421  (a)  (1  > . 

The  waiver  of  medical  evaluation  is  not 
available  for  any  person  under  the  age  of 
18,  regardless  of  whether  the  individual 
has  any  of  the  seven  specified  medical 
conditions.  In  this  respect,  the  proposed 
regulation  differs  from  the  recommenda¬ 
tions  of  the  Task  Force,  which  had  con¬ 
templated  that  a  parent  or  guardian  of  a 
child  under  18  could  waive  the  medical 
evaluation  requirement.  The  Commis¬ 
sioner  notes  that  a  number  of  States 
have  already  adopted  requirements  that 
a  child  be  examined  by  a  physician  and/ 
or  audiologist  before  sale  of  a  hearing 
aid  (Ref.  13).  Moreover,  for  a  child, 
there  is  special  concern  that  medical 
conditions  that  led  to  hearing  impair¬ 
ment  be  identified,  diagnosed,  and 
treated  by  a  physician.  In  addition  to  the 
risk  to  a  child’s  health  because  of  (in- 
diagnosed  and  untreated  conditions, 
there  is  concern  that  a  child’s  untreated, 
or  inadequately  treated,  hearing  impair¬ 
ment  may  interfere  with  development  of 
speech  and  language,  learning,  and  nor¬ 
mal  adaptation  to  society. 

Before  a  seller  may  permit  a  prospec¬ 
tive  user  to  waive  medical  evaluation,  he 
must  also  inform  the  prospective  user 
that  FDA  has  determined  that  a  medical 
evaluation  by  a  physician,  preferably  one 
who  specialises  in  diseases  of  the  ear, 
would  be  in  the  user’s  best  interests.  Sell¬ 
ers  shall  not  in  any  way  actively  en¬ 
courage  the  prospective  user  to  waive  a 
medical  evaluation  and  shall  obtain  a 
signed  statement  from  the  patient  docu¬ 
menting  the  waiver  of  medical  clearance. 

Proposed  §  801.421(a)  (4)  would  clarify 
that  States  may  impose  more  stringent 
requirements  than  are  proposed  in  this 
section.  In  addition,  more  stringent  re¬ 
quirements  may,  of  course,  continue  to 
be  imposed  by  Federal  and  State  agen¬ 
cies  that  purchase  hearing  aids  to  main¬ 
tain  high  quality  hearing  health  service 
and  to  assure  the  proper  use  of  public 
funds.  FDA  is  aware  that  several  States 
have  established  requirements  for 
screening  and  diagnosis  of  hearing  im¬ 
paired  patients  which  Include  medical 
and/or  audiological  evaluation  prior  to 
the  receipt  of  a  hearing  aid. 

Proposed  §  801.421(b)  would  require 
that  the  seller  read  and  explain  to  the 
purchaser,  orally  or  in  the  predominant 
method  of  communication  used  during 
the  sale,  such  as  sign  language,  the  cau¬ 
tion  statements  required  by  proposed 
5  801.420(c)(2).  In  addition,  the  seller 
must  provide  the  prospective  user  a  copy 
of  the  User  Instructional  Brochure  for  a 
hearing  aid  and  afford  him  an  oppor¬ 
tunity  to  read  it.  These  requirements  ap¬ 
ply  whether  or  not  the  prospective  user 
has  undergone  medical  evaluation  re¬ 
quired  by  proposed  5  801.421(a)(1)  and 
must  be  met  before  the  seller  may  per¬ 
mit  the  patient  to  sign  any  waiver  state¬ 
ment  and  before  completion  of  any  hear¬ 
ing  aid  sale.  Both  of  these  requirements 
are  intended  to  ensure  that  information 


essential  to  the  safe  and  effective  use  of 
a  hearing  aid  is  brought  to  the  attention 
of  hearing  aid  users  before  the  sale  of 
hearing  aids  and  to  aid  in  ensuring  com¬ 
pliance  with  proposed  §801.421. 

Under  proposed  5  801.421(c),  upon  the 
request  of  an  individual  considering  pur¬ 
chasing  a  hearing  aid,  the  seller  of  the 
hearing  aid  6hall  provide  either  a  copy 
of  the  User  Instructional  Brochure  or 
the  name  and  address  of  the  manufac¬ 
turer  or  distributor  from  whom  a  User 
Instructional  Brochure  for  the  hearing 
aid  may  be  obtained.  Proposed 
5  801.421(c)  also  requires  hearing  aid 
manufacturers  and  distributors  to  pro¬ 
vide  a  copy  of  the  User  Instructional 
Brochure  to  any  hearing  aid  professional 
or  user,  or  prospective  user,  upon  re¬ 
quest.  Manufacturers  and  distributors 
must  also  provide  sellers  with  ample 
copies  of  the  User  Instructional  Brochure 
for  hearing  aids  they  manufacture  or 
distribute.  These  requirements  are 
necessary  to  ensure  that  patients  can 
receive  adequate  information  about 
hearing  aids  to  help  in  making  a  wise 
decision  whether  to  consult  a  physician 
or  audiologist  about  purchasing  a  hear¬ 
ing  aid.  Since  the  proposed  regulation 
will  not  adopt  a  universal  medical 
evaluation  requirement  for  purchase  of 
a  hearing  aid,  it  is  essential  that  prospec¬ 
tive  users  be  able  to  inform  themselves 
about  these  devices. 

To  aid  FDA  and  State  agencies  in  de¬ 
termining  compliance  with  proposed 
§  801.421,  proposed  §  801.421(d)  requires 
sellers  to  maintain  a  copy  of  the  physi¬ 
cian’s  statement  showing  that  a  patient 
has  had  a  medical  evaluation,  or  of  the 
patient’s  statement  waiving  medical 
evaluation,  for  a  period  of  3  years  after 
the  sale. 

Review  of  Labeling 

Before  the  effective  date  of  a  final 
regulation  based  on  this  proposal,  FDA 
will  review  the  labeling  of  all  hearing  aids 
to  assure  that  the  requirements  of  pro¬ 
posed  5  801.420  have  been  met.  The  final 
regulation  will  be  accompanied  by  a  no¬ 
tice  published  in  the  same  issue  of  the 
Federal  Register  requiring  submission, 
no  later  than  60  days  before  the  effective 
date  of  the  final  regulation,  of  copies  of 
the  proposed  User  Instructional  Bro¬ 
chures  and  all  other  labeling  for  all  hear¬ 
ing  aids  pursuant  to  section  704  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  374)  and  proposed  recordkeeping 
and  reporting  authorization  in  the  pend¬ 
ing  medical  deuce  legislation  (S.  510  and 
HR.  11124). 

Request  for  Specific  Comment 

The  Commissioner  is  particularly  in¬ 
terested  in  receiving  comments  on  the 
following  matters: 

1.  Whether  additional  instructions, 
warnings  or  other  information  should  be 
required  to  be  included  in  the  User  In¬ 
structional  Brochure  or  other  hearing  aid 
labeling. 

2.  Whether  there  are  side  effects  from 
use  of  hearing  aids  other  than  skin  ir¬ 
ritation  that  should  be  mentioned  in  the 
User  Instructional  Brochure,  particularly 


side  effects  that  warrant  consulting  a 
physician. 

3.  Whether,  as  proposed,  there  should 
be  provision  for  waiver  of  the  medical 
evaluation  requirement  or  whether, 
rather,  there  should  be  a  universal  re¬ 
quirement  of  medical  evaluation  prior  to 
hearing  aid  sale. 

4.  Whether,  as  proposed,  there  should 
be  no  provision  for  waiver  of  the  medical 
evaluation  requirement  for  children  un¬ 
der  the  age  of  18. 

5.  Whether,  in  addition  to  children  un¬ 
der  18,  persons  who  are  obtaining  a  hear¬ 
ing  aid  for  the  first  time  should  not  be 
sold  a  hearing  aid  unless  they  have  a 
medical  evaluation  prior  to  purchase. 

6.  Whether,  as  proposed,  it  is  appro¬ 
priate  to  require  that  the  medical  evalua¬ 
tion  shall  have  occurred  within  6  months 
prior  to  hearing  aid  sale  or  whether  a 
shorter  period  should  be  prescribed. 

7.  Whether  hearing  aid  specialists  or 
clinical  audiologists  are  capable  of  iden¬ 
tifying  the  existence  of  the  seven  speci¬ 
fied  conditions  that  preclude  waiver  of 
medical  evaluation  of  a  patient  prior  to 
purchase  of  a  hearing  aid. 

8.  Whether  there  are  additional  con¬ 
ditions,  besides  the  seven,  that  would  in¬ 
dicate  that  there  should  be  medical  eval¬ 
uation  prior  to  purchase  of  a  hearing  aid. 

9.  Whether  there  exist  State  or  local 
requirements  applicable  to  labeling  of 
hearing  aids,  including  placards,  signs, 
and  other  materials  at  the  point  of  pur¬ 
chase  of  hearing  aids,  that  are  in  addi¬ 
tion  to,  or  inconsistent  with,  those  pro¬ 
posed  in  §§  801.420  and  801.421. 

Background  data  and  information  on 
which  the  Commissioner  relies  in  propos¬ 
ing  this  regulation  have  been  placed  on 
file  for  public  review  in  the  office  of  the 
Hearing  Clerk,  Food  and  Drug  Admin¬ 
istration,  Rm.  4-65,  5600  Fishers  Lane. 
Rockville,  MD  20852.  The  following  is  a 
list  of  these  documents: 

1.  “Paying  Through  the  Ear:  A  Re¬ 
port  on  Hearing  Health  Care  Problems,” 
Public  Citizen’s  Retired  Professional  Ac¬ 
tion  Group,  1973. 

2.  “Hearing  Aids  and  the  Older  Ameri¬ 
can,”  Hearings  before  the  Subcommittee 
on  Consumer  Interests  of  the  Elderly  of 
the  Special  Committee  on  Aging,  United 
State  Senate,  93d  Cong.,  1st  sess..  Parts 
1  and  2,  Washington,  D.C.  September  10, 
1973. 

3.  Memoranda  on  the  HEW  Intrade- 
partmental  Task  Force  on  Hearing  Aids 
including  minutes  of  the  HEW  Intrade- 
partmental  Task  Force  meetings  and 
agency  comments  on  the  Task  Force  re¬ 
ports. 

4.  “Final  Report  to  the  Secretary  on 
Hearing  Aid  Health  Care,”  prepared  by 
the  Department  of  Health,  Education, 
and  Welfare  Intradepartmental  Task 
Force  on  Hearing  Aids,  July  1975.  The  re¬ 
port  contains  the  following  appendices : 

Appendix  A — Preliminary  Report  on  Hearing 
Aid  Health  Care,  September  1974. 
Appendix  B — Supplementary  Report  on  Hear¬ 
ing  Aid  Health  Care  October  1974. 
Appendix  C — Synopsis  of  written  comments 
on  the  Preliminary  and  Supplementary 
Task  Force  Reports. 

Appendix  D — Transcript  of  public  hearings 
on  the  Preliminary  and  Supplementary 
Task  Force  Reports. 
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Appendix  E — Hearing  Aid  Specialists  Act. 

5.  “1971  Health  Survey  Report,”  Na¬ 
tional  Center  for  Health  Statistics, 
Health  Resources  Administration,  Pub¬ 
lic  Health  Service,  Department  of  Health, 
Education,  and  Welfare. 

6.  “A  Partnership  in  Better  Hearing,” 
a  paper  submitted  by  the  Hearing  Aid 
Industry  Conference  to  the  HEW  Intra- 
departmental  Task  Force  on  Hearing 
Aids,  August  13.  1974. 

7.  Minneapolis  Study — Congressional 
Record-Senate,  July  18,  1974,  S12850. 
New  York  City  Study — Congressional 
Record-Senate,  July  11,  1974,  S10300 
through  S10304.  Baltimore  Study — 
RPAG  Report,  “Paying  Through  the 
Ear — A  Report  on  Hearing  Health  Care 
Problems.”  Private  Citizens,  Inc.,  1973, 
Chapter  I,  p.  5.  Detroit  Study — Congres¬ 
sional  Record -Senate,  July  18,  1974, 
S12851  through  S12854. 

8.  “The  Hearing  Aid  Industry,  A  Sur¬ 
vey  of  the  Hard  of  Hearing,”  a  report  to 
the  National  Hearing  Aid  Society  and 
the  Hearing  Aid  Industry  Conference, 
prepared  by  Market  Facts,  Inc.,  April 
1971. 

9.  “1974  FDA  Report  on  Hearing  Aid 
Label  Review.” 

10.  S  3.22,  1976  American  National 
Standard  for  Specification  of  Hearing 
Aid  Characteristics. 

11.  S  3.3,  1960  (R.  1971)  American 
National  Standard  Methods  for  Meas¬ 
urement  of  Electroacoustical  Character¬ 
istic  of  Hearing  Aids. 

12.  S  8.  1967  (R,  1971)  American  Na¬ 
tional  Standard  Method  of  Expressing 
Hearing  Aid  Performance. 

13.  “Staff  Study  of  the  State  Licens¬ 
ing  Laws  and  Training  Requirements  for 
Hearing  Aid  Dealers,”  Permanent  Sub¬ 
committee  on  Investigations  of  the  Sen¬ 
ate  Committee  on  Government  Opera¬ 
tions,  94th  Cong.,  1st  Sess.,  October  1975. 

In  addition  to  these  documents,  all 
written  comments  received  by  the  Hear¬ 
ing  Clerk.  Food  and  Drug  Administra¬ 
tion,  regarding  the  reports  of  the  HEW 
Intradepartmental  Task  Force  are  avail¬ 
able  for  public  review. 

The  Commissioner  has  carefully  con¬ 
sidered  the  environmental  effects  of  the 
proposed  regulation  and,  because  the 
proposed  action  will  not  significantly 
affect  the  quality  of  the  human  environ¬ 
ment,  has  concluded  that  an  environ¬ 
mental  impact  statement  is  not  required. 
The  Commissioner  has  also  carefully 
considered  the  inflation  impact  of  the 
proposed  regulation  as  required  by  Ex¬ 
ecutive  Order  11821,  OMB  Circular  A- 
107,  and  interim  guidelines  issued 
April  1.  1975  by  the  Department  of 
Health,  Education,  and  Welfare,  and  no 
major  inflation  impact  has  been  found. 
Copies  of  the  FDA  environmental  and 
inflation  impact  assessments  are  on  file 
with  the  Hearing  Clerk.  Food  and  Drug 
Administration. 

Therefore,  under  provisions  of  tire 
Federal  Food.  Drug,  and  Cosmetic  Act 
(secs.  201  <h),  (k),  (m),  (n),  502,  701 
(a),  52  Stat.  1040-1041,  1050-1051  as 
amended.  1055  (21  U.S.C.  321  (h).  (k>, 
(m),  (n),  352,  371(a)))  and  authority 
delegated  to  him  (21  CFR  2.120>.  the 


Commissioner  proposes  to  amend  Part 
801  in  Supbart  H  by  adding  new  58  801.- 
420  and  801.42,1  to  read  as  follows: 

§  801*4-20  Hearing  aid  devices;  profes¬ 
sional  and  patient  labeling. 

(a)  Definitions  for  the  purposes  of 
this  section  and  §  801.421. 

(1)  “Hearing  aid”  means  any  wear¬ 
able  instrument  or  device  designated 
for,  offered  for  the  purpose  of,  or  repre¬ 
sented  as  aiding  persons  with  or  com¬ 
pensating  for.  impaired  hearing. 

(2)  “Seller”  means  any  person,  part¬ 
nership.  corporation,  or  association  en¬ 
gaged  in  the  sale,  lease,  or  rental  of 
hearing  aids  to  any  member  of  the  con¬ 
suming  public  or  any  employee,  agent, 
sales  person,  and/or  representative  of 
such  a  person,  partnership,  corporation 
or  association. 

(3)  “Sale”  or  “purchase”  includes  any 
lease  or  rental  of  a  hearing  aid  to  a 
member  of  the  consuming  public  who  Is 
a  user  or  prospective  user  of  a  hearing 
aid. 

(b)  Label  requirements  for  hearing 
aids.  Hearing  aids  shall  be  clearly  and 
permanently  marked  with : 

( 1 )  The  name  of  the  manufacturer  or 
distributor,  the  model  name,  the  serial 
number,  and  the  month  and  year  of 
manufacture. 

(2)  Hearing  aids  shall  be  clearly  and 
permanently  marked  with  a  symbol 
to  indicate  the  positive  connection  for 
battery  insertion  unless  it  is  physically 
impossible  to  insert  the  battery  in  the 
reversed  position. 

(c)  Labeling  requirements  for  hearing 
aids — (1)  General.  All  labeling  informa¬ 
tion  required  by  this  paragraph  shall  be 
included  in  a  User  Instructional  Bro¬ 
chure  that  shall  be  developed  by  the 
manufacturer  or  distributor,  shall  ac¬ 
company  the  hearing  aid,  and  shall  be 
provided  to  the  prospective  user  by  the 
seller  of  the  hearing  aid  in  accordance 
with  §  801.421(c) .  The  User  Instructional 
Brochure  accompanying  each  hearing 
aid  shall  contain  the  following  informa¬ 
tion  and  instructions  for  use,  to  the  ex¬ 
tent  applicable  to  the  particular  require¬ 
ments  and  characteristics  of  the  hearing 
aid: 

(i)  An  illustration(s)  of  the  hearing 
aid,  indicating  operating  controls,  ad¬ 
justments.  and  battery  compartment. 

(ii)  Information  on  the  function  of  all 
controls  intended  for  user  adjustment. 

(iii)  A  description  of  any  accessory 
which  may  accompany  the  hearing  aid, 
e  g.,  accessories  for  use  with  a  television 
or  telephone. 

(iv)  Specific  instructions  for: 

(a)  Use  of  the  hearing  aid. 

(b)  Maintenance  and  care  of  the  hear¬ 
ing  aid,  including  the  procedure  to  follow 
in  washing  the  earmold,  when  replacing 
tubing  on  those  hearing  aids  that  use 
tubing,  and  in  storing  the  hearing  aid 
when  it  will  not  be  used  for  an  extended 
period  of  time. 

(c)  Replacing  or  recharging  the  bat¬ 
teries,  including  a  list  of  suitable  replace¬ 
ment  batteries. 

(v)  Information  on  how  to  obtain  re¬ 
pair  service,  includign  the  address  of  the 
repair  facility(ies) . 


(vi)  A  description  of  environmental 
conditions,  e.g.,  temperature,  humidity, 
etc.,  which  the  hearing  aid  user  might 
reasonably  encounter  that  could  ad¬ 
versely  affect  or  damage  the  hearing  aid. 

(vii)  Indentification  of  any  known  side 
effects  from  using  a  hearing  aid  which 
warrant  consultation  with  a  physician, 
e.g.,  skin  irritation. 

(viii)  A  statement  that  infrequent  use 
of  a  hearing  aid  usually  does  not  permit 
a  user  to  attain  full  benefit  from  it. 

(ix)  A  statement  that  the  use  of  a 
hearing  aid  is  only  part  of  hearing  habili- 
tation  and  may  need  to  be  supplemented 
by  auditory  training  and  instruction  in 
lipreading. 

(x)  The  caution  statements  required 
by  paragraph  (c)(2)  of  this  section. 

(xi)  The  entire  text  of  §  801.421. 

(xii)  The  technical  data  required  by 
paragraph  (c)  (3)  of  this  section,  unless 
such  data  is  provided  in  separate  label¬ 
ing  that  accompanies  the  device. 

(2)  Caution  statements.  The  User  In- 
structonal  Brochure  shall  contain  the 
following  caution  statements: 

(i)  “Caution:  The  sale  of  hearing  aids 
is  restricted  by  Federal  regulation.” 

(ii)  “Caution:  The  Food  and  Drug 
Administration  has  determined  that  be¬ 
fore  purchasing  a  hearing  aid,  a  patient 
should  obtain  a  medical  evaluation  of  the 
hearing  impairment  from  a  physician 
specializing  in  diseases  of  the  ear  (or 
from  any  licensed  physician  if  no  ear 
specialist  is  available)  and  an  audio- 
logical  evaluation  by  a  clinical  audi¬ 
ologist.” 

(iii)  “Caution:  A  hearing  aid  will  not 
restore  normal  hearing  and  will  not 
prevent  or  improve  organic  conditions 
resulting  in  a  hearing  impairment.” 

(iv)  If  the  maximum  sound  pressure 
level  of  the  hearing  aid  exceeds  132  deci¬ 
bels,  the  following  statement  shall  appear 
in  the  labeling:  “Caution:  This  hearing 
aid  has  a  maximum  sound  pressure  level 
capability  greater  than  132  decibels  (dB) . 
Special  care  should  be  exercised  in  se¬ 
lecting  and  fitting  hearing  aids  of  this 
type  as  there  may  be  risk  of  impairing 
the  remaining  hearing  of  the  hearing,  aid 
user.” 

(3)  Technical  data.  Technical  data 
useful  in  selecting,  fitting,  and  checking 
the  performance  of  a  hearing  aid  shall 
be  provided  in  the  User  Instructional 
Brochure  or  in  separate  labeling  that 
accompanies  the  device.  The  determina¬ 
tion  of  technical  data  values  for  the 
hearing  aid  labeling  shall  be  conducted 
in  accordance  with  the  test  procedures 
of  the  American  National  Standard  for 
Specification  of  Hearing  Aid  Character¬ 
istics,  S  3.22,  1976.  As  a  minimum,  the 
User  Instructional  Brochure  or  such 
other  labeling  shall  include  the  appro¬ 
priate  values  or  information  for  the  fol¬ 
lowing  technical  data  elements  as  these 
elements  are  defined  or  used  in  such 
standard : 

(i)  Saturation  output  curve  (SSPL  90 
curve) . 

(ii)  Frequency  response  curve. 

(iii)  Average  saturation  output  (HF- 
Average  SSPL  90) . 

(iv)  Average  full-on  gain  (HF-Aver- 
age  full-on  gain) . 


FEDERAL  REGISTER,  VOL  41,  NO.  78 — WEDNESDAY,  APRIL  21,  1976 


PROPOSED  RULES 


1676) 


<v)  Useful  gain  (Reference  test  gain1*. 

(vi)  Frequency  range. 

<  vii)  Total  harmonic  distortion. 

«viii)  Equivalent  input  noise. 

<ix>  Battery  current  drain. 

ix)  Induction  coil  sensitivity. 

ixi)  Input-output  curve. 

<  xii)  Attack  and  release  times. 

(4)  Statement  if  hearing  aid  is  used  or 
rebuilt.  If  a  hearing  aid  has  been  used 
or  rebuilt,  this  fact  shall  be  declared  on 
the  container  in  which  the  hearing  aid  is 
packaged  and  on  a  tag  which  is  physical¬ 
ly  attached  to  such  hearing  aid.  Such 
fact  may  also  be  stated  in  the  User  In¬ 
structional  Brochure. 

(5)  Statements  in  User  Instructional 
Brochure  other  than  those  required.  A 
User  Instructional  Brochure  may  contain 
statements  or  illustrations  in  addition 
to  those  required  by  paragraph  (c)  of 
this  section  provided  that  the  additional 
statements: 

(1)  Are  not  false  or  misleading  in  any 
particular,  e.g.,  diminishing  the  impact 
of  the  required  statements;  and 

<ii)  Are  not  prohibited  by  this  chapter 
or  by  regulations  of  the  Federal  Trade 
Commission. 

§  801.421  Hearing  aid  devim;  condi¬ 
tions  for  sale. 

<a)  Medical  evaluation  requirements. 

(1)  Except  as  provided  in  paragraph  (a) 

(2)  of  this  section,  a  seller  shall  not  sell 
a  hearing  aid  unless  the  prospective  user 
has  presented  to  the  seller  a  written 
statement  signed  by  a  licensed  physician 
(preferably  a  physician  who  specializes 
in  diseases  of  the  ear  except  where  no 
such  specialist  is  available)  showing  that 
the  prospective  user  has  received  a  medi¬ 
cal  evaluation  within  the  preceding  6 
months  and  that  such  physician  found 
no  medical  reasons  why  the  individual 
should  not  be  fitted  with  a  hearing  aid. 

(2)  If  the  seller  determines  after- in¬ 
quiry,  after  actual  observation,  and  after 
reviewing  any  other  available  informa¬ 
tion  concerning  the  prospective  user, 
that  none  of  the  conditions  listed  in 
paragraph  (a)(3)  of  this  section  is  pres¬ 
ent,  and  if  the  prospective  user  is  18 
years  of  age  or  older,  the  seller  may  af¬ 
ford  the  prospective  user  an  opportunity 
to  waive  the  medical  evaluation  require¬ 
ment  of  paragraph  (a)  (1)  of  this  section 
provided  that  the  seller: 

(i)  Informs  the  prospective  user  that 
the  Food  and  Drug  Administration  has 


determined  that  a  medical  evaluation  by 
a  physician,  preferably  by  one  who  spe¬ 
cializes  in  diseases  of  the  ear.  would  be 
in  a  user’s  best  health  interests; 

(ii)  Does  not  in  any  way  actively  en¬ 
courage  the  prospective  user  to  waive 
such  a  medical  evaluation;  and 

(iii)  Affords  the  prospective  user  the 
opportunity  to  sign  the  following  state¬ 
ment: 

I  have  been  advised  by: 


( seller’s  name ) 

that  the  Food  and  Drug  Administration  has 

determined  that  my  best  health  interest 
would  be  served  11 1  had  a  medical  evaluation 
by  a  physician  specializing  in  diseases  of  the 
ear  (or  by  a  duly  licensed  physician  if  no 
such  ear  specialist  is  available)  before  I  pur¬ 
chase  a  hearing  aid.  I  do  not  wish  a  medical 
evaluation  prior  to  purchasing  a  hearing  aid. 

(3)  A  seller  shall  not  allow  a  prospec¬ 
tive  user  to  waive  the  medical  evaluation 
requirement  of  paragraph  (a)  (1)  of  this 
section  if  the  seller  determines,  after  in¬ 
quiry,  actual  observation,  and  review  of 
any  other  available  information  concern¬ 
ing  the  prospective  user,  required  by 
paragraph  (a)(2)  of  this  section,  that 
the  prospective  user  has  any  of  the  fol¬ 
lowing  conditions: 

(i)  Visible  congenital  or  traumatic  de¬ 
formity  of  the  ear. 

(ii)  History  of  active  drainage  from 
the  ear  within  the  previous  90  days. 

(iii)  History  of  sudden  or  rapidly 
progressive  hearing  loss  within  the  prev¬ 
ious  90  days. 

(iv)  Acute  or  chronic  dizziness. 

(v)  Unilateral  hearing  loss  or  sudden 
or  recent  onset  within  the  previous  90 
days. 

<vi)  Audiometric  air-bone  gap  equal 
to  or  greater  than  15  decibels  at  500 
hertz  (Hz),  1,000  Hz,  and  2,000  Hz. 

(vii)  Visible  evidence  of  cerumen  ac¬ 
cumulation  or  a  foreign  body  in  the  ear 
canal. 

(4)  State  and  local  governments  may 
impose  more  stringent  conditions  for  sale 
of  hearing  aids  than  are  prescribed  in 
paragraph  (a)  of  this  section. 

(b)  Warnings  and  opportunity  to  re¬ 
view  User  Instructional  Brochure.  Prior 
to  the  signing  of  any  statement  under 
paragraph  (a)  (2)  (iii)  of  this  section  and 
prior  to  the  sale  of  a  hearing  aid  to  a 
prospective  user,  the  seller  shall: 

(1)  Read  and  explain  to  the  prospec¬ 
tive  user  orally,  or  in  the  predominant 


method  of  communication  used  during 
the  sale,  the  caution  statements  required 
by  §801.420(0(2); 

(2)  Provide  the  prospective  user  a  copy 
of  the  User  Instructional  Brochure  for 
a  hearing  aid  that  has  been,  or  may  be. 
selected  for  the  prospective  user ;  and 

(3)  Afford  the  prospective  user  an  op¬ 
portunity  to  read  the  User  Instructional 
Brochure. 

(c)  Availability  of  User  Instructional 
Brochure.  (1)  Upon  request  by  an  in¬ 
dividual  who  is  considering  purchase  of  a 
hearing  aid,  a  seller  shall,  with  respect  to 
any  hearing  aid  that  he  sells,  provide  a 
copy  of  the  User  Instructional  Brochure 
for  the  hearing  aid  or  the  name  and  ad¬ 
dress  of  the  manufacturer  or  distributor 
from  whom  a  User  Instructional  Bro¬ 
chure  for  the  hearing  aid  may  be  ob¬ 
tained. 

(2)  In  addition  to  ensuring  that  a 
User  Instructional  Brochure  accom¬ 
panies  each  hearing  aid,  a  manufacturer 
or  distributor  6hall,  with  respect  to  any 
hearing  aid  that  he  manufacturers  or 
distributes: 

<i)  Provide  sufficient  copies  of  User 
Instructional  Brochures  to  sellers  for  dis¬ 
tribution  to  users  and  prospective  users: 

(ii)  Provide  a  copy  of  the  User  In¬ 
structional  Brochure  to  any  hearing  aid 
professional,  user,  or  prospective  user 
who  requests  a  copy  in  writing. 

(d)  Recordkeeping.  The  seller  shall 
retain  for  3  years  after  the  sale  of  a  hear¬ 
ing  aid  a  copy  of  any  written  statement 
from  a  physician  required  under  para¬ 
graph  (a)  (1)  of  this  section  or  any  writ¬ 
ten  statement  waiving  medical  evalua¬ 
tion  required  under  paragraph  (a)  (2' 
(iii)  of  this  section. 

Interested  persons  may,  on  or  be¬ 
fore  June  21, 1976,  submit  to  tire  Hearing 
Clerk,  Food  and  Drug  Administration. 
Rm.  4-65,  5600  Fishers  Lane.  Rockville. 
MD  20852,  written  comments  (preferably 
in  quintuplicate  and  identified  with  the 
Hearing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this  docu¬ 
ment)  regarding  this  proposal.  Received 
comments  may  be  seen  in  the  above  of¬ 
fice  during  working  hours,  Monday 
through  Friday. 

Dated:  April  15, 1976. 

A.  M.  Schmidt. 

Commissioner  of  Food  and  Drugs. 
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